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B Responsive to communication(s) filed on JanJ^mB 
□ This action is FINAL. prosecution as to the merits is closed 

application to become abandoned. (35 U.S.U 
37 CFR 1.136(a). 

Disposition of Claims 

H Claim(s) 1-11 -27. and 28 




K Claim(s) i n. 27. and 28 

□ Claim(s) 

□ Claims . 



is/are pending in the application, 
is/are withdrawn from consideration, 
is/are allowed, 
is/are rejected, 
is/are objected to. 
^^Trestriction or election requirement. 



Application Papers nrawina Review, PTO-948. 

™ See th e attached Notice of Draftsperson's Patent Draw.ng Hev.e < 
H See the objected ^ by ^ Examiner . 

□ The drawing(s) filed on _ ^ ^pp^ed. 

H The proposed drawing corrects, fled on __JanJ^jm 

H The specification is objected to by the Examiner. 

D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 der 35 y.s.c. § 119(a)-(d). 

□ received. 

Attachment(s) 

IYl Notice of References Cited, PTO-b^ 

□ Illn Disclosure — ,(s,. PTO-,449, Paper NCs,. 

□ Interview Summary, PTO-41 3 

B Notice of Draftsperson's Patent Drawing Rev.ew, PTO-948 

□ Notice of Informal Patent Application, PTO-15^ 
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OFFICE ACTION ON THE FOLLOWING PAGES 
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PTO-326 (Rev. 9-95) 



Office Action Summary 



Part of Paper No. 
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Serial No. 09/007,093 
Art Unit 1644 

. • iyrr» hac rhanged To aid in correlating any 
! The Examiner of your applicatton ^^^^S^ VC^ te 

35 « Center «* 

DETAILED ACTION 

Priority 

2. This application is a continuation of 08/483,576. 

^ 37 rF» 8 / 60 lacks the necessary reference to the prior 

included. 

Election/Restriction 

T 1 ■ 1 1 1 97 and 28 in the paper filed January 25, 
4 . Applicant's election »f Group Ida,™ W , ^ ^ » ^ spedfically point 

1999. Paper No. 4 is •^^"•S^SS^ election has been treated as an 

ta Paper No. 4, of claims 12-25, recited in Group n. 

Information Disclosure Statement 

i /liios (Paner No. 2) that an IDS and PTO 



Drawings 

6 The drawings are objected » because ^J^^^ 

Ctags should be amended to reflect these changes. 

Abstract 

7 The Abstract of the Disclosure is ^"^Tj^ZTolZ* 
§ 608.01(b). 
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Specification 

j j „ nao(1 in lines 15 and 16 to reflect the new 
8 . The specification needs to be ^ e ° d ^^^^ Boulevard ' 
address of the ATCC repository. The new address is. ATCX, 
Manassas, VA 20110-2209. 

20, line 32, "cDNA Synthesis Plus page 20 toe 34 cuna ^ 

line 1, and so on. of the ^ f -^;t?S-*. Although 
capitalized wherever they appear and be "«™P*°** ' ^ * q{ ^ ^ 

adversely affect their validity as trademarks. 

Each letter of the trademarks must be capitalized. See MPEP 60S. 01 (V) and Appenti* 



10. 

1 



Claim Rejections - 35 U.S.C. § 112 

11 The following is a quotation of the second paragraph of 35 U.S.C. 112: 

which applicant regards as the invention 



13. 



14. 



m ■ 1 «wi n are indefinite because it is unclear whether the antigen presenting cells 
SeTenSy^ the antibody conjugate molecule is genetically 



modified. 



15. 



y . ^ double article in Uus phrase is confusmg. 



17. 



18 



Page 4 

Serial No. 09/007,093 
Art Unit 1644 

i* The term "weakly" in claim 7 is a relative term which renders the claim indefinite^ 
not be reasonably apprised of the scope of the invention. 

m- on reHte the term 'molecule" , which lacks an antecedent basis in base claim 
1. T: Rifled to recite «a recombinant conjugate antibody 

molecule" . 

Clarification is required. 

Claim Rejections • 35 U.S.C. § 102 

19. The following is a ^^^^ 

form the basis for the rejections under this section made in this Office action. 

A person shall be entitled to a patent unless - described in a printed 

Jthe invention was known or used by f^^Sl^^ ^ for a *" tent 
publication in this or a foreign J^JS^Tfti- or a foreign country or in public 

States. 

20. Claims 1, 2, 27 and 28 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Barber (US Patent #4,950,480). 

21 The "480 patent teaches an antibody conjugate molecule specific for 

Isssxsssssi asaKas:- 

P U major Locompatability complex express.^ cels^ col. 2^ hnes 17 MjukUoI. 
3, lines 12-40) a,* — ° ^^TSS^^^ ^ f 

?heS, me reference teachings anticipate the claimed mvenfon. 

22. Claims 1, 2, 27 and 28 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Barber (US Patent #5,194,254). 
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of antigen presenting cells which comprises an * exoressing cells , 0 r class 
present cells are class I major col. 
P D major histocompatabUity . — (see col 3, line 
3, lines 40-56 and col. 5, lines 9-15 ) and ^ ™ng ^ Thg of 

64 and bridging over to col 4 Ime 34 and co Ita* 3 b a ; rf 

the bivalent antibody havmg ^™ d ^J^™ Add Anally, me limitation that 
antibodies, absent a teaching of antibody ^^^f^Led invention, since a 

claimed invention. 

• ^ ,„,hm- •« TI S C § 102(a) as being anticipated by 
24. Claims 1-11 and 27-28 are rejected under 35 U.b.u. 8 ; 

Baier et al.(U). 

chimeric genes thai encode fuston P^'ff 7^ 1 „ ^ wherein said 
immunogenic HIV-1 P^.^t^J^mf Sis and was known in the art 
antibody conjugate were spectfic for antigen , P^'^ h 2aaa *.2, 

(see page 2357 coi. 2 paragraph 2, page BfiU* , P^ g ^ ^ ^ Q 
paragraph 2. Additionally, Baier et al. teach c . te rminal end of the 

antigens and that HIV-deriyed epitopes ™ J-*^ ££££ as mm in clahns 
antibody (page 2358, col. 1 paragr ph W£^™odLl ^ 
1. 2 and 27. Furthermore, BaK " ^ ^ b ™S™dence to the contrary (see page 
inherently would have heavy and hgh chains ««""™ h ^ chimeric 

2363, col. 2 paragraph 2), as recited in J^^Scity of a peptide, 

recited in claims 8-10. An antigen ^^l^^f^M in claim 1 1 . The 
col. 1, first paragraph under the heading of 

chimeric Fabs ~ "."Id 

displaymg the «^j«HUj» * n o{ ^ production m vitro by 

immunogemcity as measurea oy ant ieens (page 2358, in 

human CD4+ Th cells from donors ^P 086 ^ 0 .^- 1 ^^ daim 28. Therefore, 
oarticular), and thus, an immunogemc composition, as recited m ciaim 
mTcS inventions is anticipated by the reference teaching. 
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Response to Arguments 



26 . App.icanfs argons filed 1/.4/98 (Paper No. 2) have been fuUy cohered but they 
are not persuasive. 

because the "chemical coupling techmque employed by Mber^ ^ ^ fe 

about 20%)" , variability between prepar ge J c „^.fication and the 
overcome by the instant appl.cat.on by ^"^^4^ on the monoclonal 
"antigen moiety being present a^ i y el v aUI JfMJ ^g ^— tot ,he 
antibody moiety." However, as sated pm*. ^ ^ om te chemically 

recombinant antigen-antibody fusion P' 0 ^^™^^ application. Additionally, 
conjugated ftsion proteins There rsnc o S - h ^S°^ n ^ pas - s ^bodies which also 
*= of ^f^^SSnS^ted to one (or more) preselected 

have binding at other ** k .™*rX J as well, especially in light of the open 
site, but does not also preclude bmdmg ^"^J ^ ^-claimed 
"contain" language of chums 1 ^j^™™ * ™T in ^ . 480 patent . Furthermore, there 
antibodies have properties ftat » •» < J^*^ * 0 not Jlude the antibodies as 
is no showing that the ant.bod.es augto vn ^ ^ ^ strucMre of me antibodies 

srsff^- 1 - tere is a presumpuon - te 

antibodies are not distinct. 

2 , The applicants argue to, me *f***^^%£Z£%Zo> 
invention, in mat Baier utilizes >»^,^££*£ tton. However. Baier 

and 28, as discussed, s«pra. 

C/flim Rejections - 35 U.S.C. § 103 

* nf ?f r/ S C S 103 which forms the basis for all 
29 The following is a quotation of 35 U.b.L. 9 iw w 
obviousness rejections set forth in this Office action: 

A patent may notbe obtained moughme invention ^^^^M-'-t 
X 102 of this tide, if the -^J^^t^SS SSScfte invention was made to a 

by the manner in which the invention was made. 
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m ,„iifi P(! oc nr ior art only under subsection (f) or (g) of 
Subject matter developed by another person, w^g** ' Sbere die subject matter and the 

obligation of assignment to the same person. 

evidence to die contrary. Applicant " * f S^Lly owned at the time a 
„„, the inventor and invention dates "lXrTpp.iLbi.ity of 35 

3, Claims >-4, 27 and 28 is rejected under 35 U AC. .03(a) as being unpatentable over 
Barber (US Patent No. 4,950,480) in view of Skea (V). 



32. 



Tfc -480 paten, has been discnssed supra, ".east 

monoclonal antibodies as a aeiivciy v . h m a me thod to more 
coupled with avidin as a bridge with ^rmrnrna ^^^^o^l 

efficiently immune anima.s against the mo lecule (see 

antibody conjugate with an anttge \^ end" Uprises the 

to each in a method to more efficiently immui. <s c-terminal end 

using a monoclonal antibaiy * Monoclonal antibody 
of the moiecule as ££££ Sings of the references, 

evidence to the contrary. 
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33 GUm. 1-4, 27 and 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barber (US Patent No. 5,194,254) in view of Skea (V). 

T M ttt Idie, as a delivery vehicle for antigen, the two molecules were 

wh erein tie ™ agaL the taught antigen, 

toe^on ZZLt, as evidenced by the referees, especially in the absence of 
evidence to the contrary. 

Double Patenting 

35. The nonstatutory ^V-^^^l^^^Z 
grounded in public policy (a ^.^^.^S^ patent and to prevent possibLe 
improper timewise extension of the right to <™™*P™ F » { m 29 USPQ 2 d 2010 (Fed. 
harassment by multiple assignees ml ; In re Van Ornun, 686 

fm 43s - 164 uspQ 619 (CCPA 

^,CS C 418 F.2U 4, 163 USPQ 644 (CCPA 1969). 
application. See 37 C.F.R. 1.130(b). 
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s-r: sa-si-er - " 

C.F.R. 3.73(b). 

• ♦ a n A Pr the hidicially created doctrine of obviousness- 



39. 



Althongh.fcconnicti.c^ 

? as recited i« chta * ° f «» tas,ant aP £^'eZ *, as riUed to claim 7, 
dahns 1 and 27, or whereto the f^S^SSf i« claims 8-10, or wherein 
or whereto there is a ph.ral.ty of anagffl ^"^j* in claim 2 8, is not patentably 
said composition ^n'tS The '480 patent recites an 

distinct over the antibody "W^^^igen presenting cell surface structure 
antibody conjugate motecuk for an tj^ ^ ^ 

(antigen presenting eels cranpn* _B ceus a as recited in claims 2-5, comprising an 
tatocompatability comp ex class 1 and U ^Ugens, > „ recltea 

antigen, as recited in clann 1, TSten moieties, as recited in claim 5, or 

wherein said composition > fo .™^a^d to IS C terminal end, as recited ta claims 

Umitations wherein the antigen .-^ J „ ^ m cUml 4 of the instant 

3-6, or on at least one end of the heavy m> g because one of 

application, would be compassed by te cla <™ otm P ^ c 

olary skill in me art would be n»«va«d to «M £ c rf 

as mis site is well known to artisans to ara.ch Uon m m antlbo dy 

Additionally, the Itatations ^f^^^^mpassedby me antibtrfy reactions 

the '480 patent. 

4 , Almough^conf.ictingclain.^ti^^ 

other because the conjugate > a ^J^^° tm complex antigens class I and 
surface structure, which express major h ^ m f™ ^ sing P an antigen, as recited >n 
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or wherein toe is a plurality of antigen f no,°^ 

said composition is formulated as a vaccrae , as recitec m claim 28 * ;n p ^ 

distinct over the ^^^t TJ^tZ ~ 
antibody conjugate molecule, specmc 101 m . * ■ * f 2 of the instant 

(antigen presenting ce.ls comprise ^gen moiety 

aWl ^:13"JSim, T^Xre'in tee isaplurality of antigen 
is weakly antigenic as recnea in composition is formulated as a vaccine, as 

"JSf 5 tTu^til wheL the Lgen is conjugated to the C-ttrminal 
recited m claims 8-12 ; ™ one end ot ^ heaV y and light chains, as 

indSt 4 :r« P to would be encompassed by the claims of die 

be encompassed by the limitations of claim 7 of the 254 patent. 

Conclusion 

i to this aoolication may be submitted to Group 1640 by facsimile 
42. Papers related to this application ™tf ^ F Center located m 

43 Any inquiry concerning this communication or earlier ^"oMOS ^"e 

message may be left on the Examiner s «"« supervisor, Christina Chan can 

Examiner by « » te S ™ S 

of ^S'S- " * Group 1640 receptionist whose te,eph„ue 
number is (703) 308-0196. O 

DAVID SAUNDERS 
PRIMARY EXAMINER, , 

Patent Examiner 
Group 1640 




April 7./1999 

Mary B( Tung, Ph.D. 



